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DETAILED ACTION 

Status of Claims 

1 . This action is in reply to the election filed on 05 June 2005. 

2. Claims 1-3, 5-6, & 9-12 have been amended. 

3. Claims 13-16 have been withdrawn. 

4. Claims 1-12 are currently pending and have been examined. 

Priority 

5. Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) or 
under 35 U.S.C. 120, 121, or 365(c) is acknowledged. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. In light of Applicant's withdrawing claim 15, the previous rejection has been 
withdrawn. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ellinwood, Jr. (US 4146029) (hereinafter Ellinwood) in view of Neftel (US 5764159) 
(hereinafter Neftel), in view of Martinez (US 6592519 B1) (hereinafter Martinez) in 
further view of Applicant's Own Admission (hereinafter AOA). 

Claim 1 

Ellinwood as shown, discloses the following limitations: 

• a reservoir (111) containing an amount of a liquid drug, (see at least Ellinwood, Jr. Fig. 12 
Item 254) 

• means (111, 121) for delivering the drug into a body of a user in accordance with a delivery 
rate value or profile, (see at least Ellinwood, Fig.21 Item 350-362) 

Ellinwood does not disclose the following limitations, however Neftel, as shown, does: 

• memory means (124) for storing data information, (see at least Neftel Column:8 Lines:5-13 
"means for receiving said sequence of control information from said equipment and for 
storing at least a portion of said sequence of control information in said memorizing means, 
whereby at least a portion of the control information relating to each of said equipment in 
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association with information identifying said equipment are memorized, said memorized 
information including at least the information representative of the operating duration of said 
equipment;") 

• timer means (123), (see at least Neftel Column:4 Lines:42-44 "The circuits of the control 
device 10 also include a clock signal or time base 54 which delivers time pulses on an output 
54a that are applied to an input 40a") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine a reservoir (111) containing an amount of a liquid drug, means 
(111, 121) for delivering the drug into a body of a user in accordance with a delivery 
rate value or profile, second processor means (122) adapted for calculating an 
estimated time-dependent value based upon received data information and time 
information from the timer means, and indication means (112) cooperating with the 
second processor means for indicating a calculated value, taught by Ellinwood, with 
the memory means (124) for storing data information and timer means (123), taught 
by Neftel, with the motivation of increasing the efficiency of monitoring and 
administering medication to patients (see at least Neftel Column:1 Lines:22-26). 

Ellinwood/Neftel discloses the previous limitations as shown above. 
Ellinwood/Neftel does not disclose the following limitation. However Martinez, as 
shown, discloses: 

• second processor means (122) adapted for calculating a time-dependent estimate for the 
amount of drug in the reservoir based upon received data information and time information 
from the timer means, and indication means (112) cooperating with the second processor 
means for indicating a calculated value (see at least Martinez Column:7 Lines:50-67) 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to add the feature of Martinez into Ellinwood/Neftel. One of ordinary skill in 
the art would have added this feature into Ellinwood/Neftel with the motivation to 
provide a more effective and accurate system for remotely monitoring and controlling 
the amount of medication administered to a patient from a particular medical 
instrument. 

Ellinwood/Neftel/Martinez discloses the previous limitations as shown above. 
Ellinwood/Neftel/Martinez does not disclose the following limitations. However AOA, 
as shown, discloses: 

• first processor means (121), and first transmission means (131) cooperating with the first 
processor means for transmitting data information to receiving means in the indicating device, 
the indicating device comprising: (AOA [0009] "the drug infusion device to transmit 
confirmation or these settings and commands back to the programmer. The return 
communication link also allows the drug infusion unit to transmit status information back to 
the programmer") 

• first receiving means (132) for receiving data information transmitted from the delivery device, 
(AOA [0008] "The monitor can be operated in response to information received and/or 
displayed from either the pump or the glucose sensor to thereby control pump operation 
through the use of radio telemetry signals.") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez, with the 
first processor means (121), and first transmission means (131) cooperating with the 
first processor means for transmitting data information to receiving means in the 
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indicating device, the indicating device comprising and first receiving means (132) 
for receiving data information transmitted from the delivery device, as disclosed by 
AOA, with the motivation of providing a more effective and efficient process for 
administering and monitoring a patient's medication (see at least AOA [0002]). 
Claim 2 

The combination of Ellinwood/Neftel/Martinez/AOA discloses the previous 
limitations as shown above. Neftel further discloses the following limitations: 

• storing data information representing the current amount of a drug, (see at 
least Neftel Column:8 Lines:5-13) 

• stored in the memory means, (see at least Neftel Column:8 Lines:5-1 3) 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
the storing data information representing the current amount of a drug and stored in 
the memory means, taught by Neftel, with the motivation of increasing the efficiency 
of monitoring and administering medication to patients (see at least Neftel Column:1 
Lines:22-26). 

Neftel discloses the previous limitations as shown above. Neftel does not 
disclose the following limitation. However Martinez, as shown, discloses: 
• calculating the time-dependent estimate for the amount of drug in the reservoir on the basis of the 
current amount, the time information, and a delivery rate value or profile; (see at least Martinez 
Column:7 Lines:50-67) 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to add the feature of Martinez into Ellinwood/Neftel. One of ordinary skill in 
the art would have added this feature into Ellinwood/Neftel with the motivation to 
provide a more effective and accurate system for remotely monitoring and controlling 
the amount of medication administered to a patient from a particular medical 
instrument. 

The combination of Ellinwood/Neftel/Martinez disclose the previous limitations as 
shown above. 

Ellinwood/Neftel/Martinez does not disclose the following limitations. However 
AOA, as shown, discloses: 

• transmitting data information representing a current amount of drug contained in the 
reservoir, (AOA [0008] "The glucose sensor is associated with a telemetry unit transmitting 
glucose measurement signal information by means of radio telemetry to the infusion pump for 
closed loop operation thereof.") 
It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
the transmitting data information representing a current amount of drug contained in 
the reservoir, as disclosed by AOA, with the motivation of providing a more effective 
and efficient process for administering and monitoring a patient's medication (see at 
least AOA [0002]). 
Claim 3 
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The combination of Ellinwood/Neftel/Martinez/AOA discloses the previous limitations as shown 
above. However Neftel, as shown, discloses: 

• storing the received data information, (see at least Neftel Column :8 Lines:5- 
13) 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
storing the received data information, taught by Neftel, with the motivation of 
increasing the efficiency of monitoring and administering medication to patients (see 
at least Neftel Column:1 Lines:22-26). 

Martinez further discloses the following limitation: 
• calculating the time-dependent estimate for the amount of drug in the reservoir 
on the basis of the current amount, the time information, and the delivery rate 
value or profile; (see at least Martinez Column :7 Lines:50-67) 
The combination of Ellinwood/Neftel/Martinez disclose the previous limitations as 
shown above. 

Ellinwood/Neftel/Martinez does not disclose the following limitations. However 
AOA, as shown, discloses: 

• transmitting data information representing an initial amount of drug contained in the reservoir, 
a current amount of the drug and a delivery rate value or profile for the drug, (AOA [0008] & 
[0009] "The glucose sensor is associated with a telemetry unit transmitting glucose 
measurement signal information by means of radio telemetry to the infusion pump for closed 
loop operation thereof and "allows the drug infusion unit to transmit status information back 
to the programmer") 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
reservoir, a current amount of the drug and a delivery rate value or profile for the 
drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 
Claim 4 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown above. Ellinwood further discloses the following limitation: 

• the amount of drug delivered, the amount of drug remaining in the reservoir. 
(see at least Ellinwood, Jr. Fig.22 ltems:150-155, 370 ) 

Claim 5 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown above. Neftel further discloses the following limitation: 

• determining the time lapsed since the last data information was received, and 
indicating information indicative of the time lapsed, (see at least Neftel 
Column:1 Lines:57-60 "means for generating time information; (14) means 
for initializing the time information relative to said equipment effectively being 
controlled, thereby obtaining elapsed time information;") 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/AOA, with 
determining the time lapsed since the last data information was received, and 
indicating information indicative of the time lapsed, taught by Neftel, with the 
motivation of increasing the efficiency of monitoring and administering medication to 
patients (see at least Neftel Column:1 Lines:22-26). 
Claim 6 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown above. Neftel further discloses the following limitation: 

• the second transmission means being controllable by the user and/or by the second 
processor means, (see at least Neftel Column:4 Lines:29 "The microprocessor 40 can 
receive instructions issued by the user") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by AOA/Neftel/Ellinwood, with the 
second transmission means being controllable by the user and/or by the second 
processor means, taught by Neftel, with the motivation of increasing the efficiency of 
monitoring and administering medication to patients (see at least Neftel Column:1 
Lines:22-26). 

Neftel does not disclose the following limitations, however AOA, as shown, does: 

• second receiving means (151) for receiving commands transmitted from the indicator device, 
(AOA [0008]), "The glucose sensor is associated with a telemetry unit transmitting glucose 
measurement signal information by means of radio telemetry to the infusion pump for closed 
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loop operation thereof and "allows the drug infusion unit to transmit status information back 
to the programmer") 

• second transmission means (152) for transmitting commands to the delivery device, (AOA 
[0009] "transmit flow rate settings and other commands to the drug infusion device, and also 
allows the drug infusion device to transmit confirmation or these settings and commands 
back to the programmer") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
reservoir, a current amount of the drug and a delivery rate value or profile for the 
drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 
Claim 7 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown in Claim 6. AOA further discloses the following limitation: 

• the first transmission means is operated in response to commands received from the second 
transmission means. (AOA [0008] "The glucose sensor is associated with a telemetry unit 
transmitting glucose measurement signal information by means of radio telemetry to the 
infusion pump for closed loop operation thereof.") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
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reservoir, a current amount of the drug and a delivery rate value or profile for the 
drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 
Claim 8 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown in Claim 6. Ellinwood further discloses the following limitation: 

• operated by the second processor means at predetermined intervals, (see at 
least Ellinwood Column:6 Lines:17-20 "depending on whether the sensed 
data is or is not indicative of a need for medication, the dispenser control 31 
will operate in a manner to cause the dispenser 32 to either remain off or to 
be operated to dispense some predetermined amount of medication from the 
storage 29 according to the patient's needs") 

Ellinwood does not disclose the following limitations, however AOA, as shown, does: 

• the first transmission means is operated in response to commands received from the second 
transmission means. (AOA [0008] "The glucose sensor is associated with a telemetry unit 
transmitting glucose measurement signal information by means of radio telemetry to the 
infusion pump for closed loop operation thereof.") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
reservoir, a current amount of the drug and a delivery rate value or profile for the 
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drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 
Claim 9 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations as shown in Claim 6. Ellinwood further discloses the following limitation: 

• wherein the second processor means is adapted for calculating the time- 
dependent estimate for the drug utilizing the additional data information for 
the bolus command (see at least Ellinwood, Jr. Fig.15,19) 

Ellinwood does not disclose the following limitations, however AOA, as shown, does: 

• means (312, 313) for inputting a bolus command, (AOA [0007] "system in which a remote 
commander can be used to selectively activate a desired function in an external infusion 
pump device, e.g. delivery of a bolus, selecting a profile for the bolus, or selecting a basal 
infusion rate.") 

• wherein the delivery device is adapted for delivering a bolus in response to the bolus 
command and (see at least AOA [0007] "The control device may be used to select a 
desired basal rate, to select a given infusion schedule or to command the infusion of a bolus 
having a desired size and infusion profile.") 

• for transmitting data information to the indicating device confirming that the bolus command 
has been received, and (AOA [0009] "allows the programmer to transmit flow rate settings 
and other commands to the drug infusion device, and also allows the drug infusion device to 
transmit confirmation or these settings and commands back to the programmer") 

• the second processor means being adapted for transmitting the bolus command to the 
delivery device, (AOA [0007]) (AOA [0009]) 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
reservoir, a current amount of the drug and a delivery rate value or profile for the 
drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 
Claim 10 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations of claim 1 . Neftel further discloses the following limitation: 

• the first processor means is adapted to transmit ID data information indicative of a unique 
delivery device, (see at least Neftel Column:5 Lines:27-30 "the memory circuit 34 includes an 
instruction for identifying the control device and the information sequence transmitted by the 
portable device 10 also includes identification information.") 

• the second processor means being adapted for checking the ID data information before 
storing updated data information in the memory means, (see at least Neftel Column:5 
Lines:30-34 "The processor circuit 32 compares the two items of identification information 
and the instructions for controlling operation of the equipment are not performed unless the 
two items of identification information match.") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by AOA/Neftel/Ellinwood, with the 
second transmission means being controllable by the user and/or by the second 
processor means, taught by Neftel, with the motivation of increasing the efficiency of 
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monitoring and administering medication to patients (see at least Neftel Column:1 

Lines:22-26). 

Claim 11 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations of claim 1 . Neftel further discloses the following limitation: 

• data information stored in the memory means can be indicated by the indication means, (see 
at least Neftel Column:8 Lines:5-13 & Fig.3 ltems:16, 42) 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/AOA, with data 
information stored in the memory means can be indicated by the indication means, 
taught by Neftel, with the motivation of increasing the efficiency of monitoring and 
administering medication to patients (see at least Neftel Column:1 Lines:22-26). 
Claim 12 

The combination of Ellinwood/Neftel/Martinez/AOA disclose the previous 
limitations of claim 1 . AOA further discloses the following limitation: 

• the indication means is in the form of a display (320) allowing continuous display of an 
estimated value. (AOA [0007] "The remote commander comprises a display allowing the user 
to visually confirm the values entered into the remote commander.") 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the limitations, taught by Ellinwood/Neftel/Martinez/AOA, with 
transmitting data information representing an initial amount of drug contained in the 
reservoir, a current amount of the drug and a delivery rate value or profile for the 
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drug, as disclosed by AOA, with the motivation of providing a more effective and 
efficient process for administering and monitoring a patient's medication (see at least 
AOA [0002]). 

Response to Arguments 

1 1 .Applicant's arguments with respect to amended claims 1-3 have been considered 
but are moot in view of the new ground(s) of rejection. 

12. Applicant's additional arguments filed 05 June 2005 have been fully considered but 
they are not persuasive. Examiner has rejected the amended version independent 
claim 1 in light of new and previously cited prior art. All subsequent claims are 
dependent, either directly or indirectly, on claim 1. All subsequent claims are 
rejected both on the grounds stated as well as the added rejection to claim 1 . 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing 
date of the advisory action. In no event, however, will the statutory period for reply 
expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RAJIV J. RAJ whose telephone number is (571) 270- 
3930. The examiner can normally be reached on Monday thru Friday 8-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jerry O'Connor can be reached on (571) 272-6787. The fax phone 
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number for the organization where this application or proceeding is assigned is (571 ) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or (571) 
272-1000. 



/Rajiv J. Raj/, Art Unit 3626 
09/09/08 



/Gerald J. O'Connor/ 
Supervisory Patent Examiner 
Group Art Unit 3626 



